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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 

Claims 1-45 are pending in the case. 

Receipt of the Information Disclosure Statement on 4/6/04 is acknowledged. 



Election/Restrictions 

Applicant's election of Group XI, claims 34-36 in the reply filed on 3/17/06 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

Claims 1-33 and 37-45 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
3/17/06. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 34-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Price et al. (WO 98/15614) (cited by applicants)in view of Kistner et al. (US Patent 
5,753,489). 
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Price et al. disclose a method of culturing cells comprising providing a culture of 
cells that have been grown in an animal protein free medium comprising soy 
hydrolysate at a concentration of about .1 % and yeast hydrolysate at a concentration 
of0.1% to about .8% (pages 19-20). Price et al. disclose this method is useful for 
culture of animal cells including human cells and kidney cells (see page 24). Price 
disclose the method may be used to grow and produce viruses using cell culture (page 
2). 

The difference between the reference and the instant claims is that the steps of 
infecting the cells with virus, incubating the infected cells to propagate the virus, 
harvesting the virus and preparing an immunogenic composition, and specifically, 
conducting those steps using particular viruses, is not disclosed. 

However, Kistner et al. disclose a method of producing an immunogenic 
composition comprising virus or virus antigen, comprising providing a culture of a 
mammalian cells, infecting the cells with a virus, incubating the culture of cells to 
propagate the virus, harvesting the virus or antigen, and preparing an immunogenic 
composition from the virus or antigen (see col. 5-6). The virus may be 
orthomyxoviridae, paramyxoviridae and reoviridae, and the cells may be vertebrate cells 
such as VERO, CV-1, LLC-MK2, MDCK, MDBK cells (col. 6, lines 1-15). 

It would have been obvious to one of ordinary skill in the art to have included the 
steps of infecting the cultured cells with a virus of interest, cultivating the infected cells, 
harvesting the virus, and isolating an immunogenic antigen therefore, as disclosed by 
Kistner et al., in the method of cultivating cells disclosed by Price et al., since both 
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references disclose the growth of cells in culture for the purpose of producing virus or 
recombinant products of interest. One would have been motivated to do so by the 
disclosure of Price et al. that the method avoids contamination by animal proteins, and 
the usefulness of the cell culture method for producing virus. Based upon the teachings 
of the cited references, the high skill of one of ordinary skill in the art, and absent 
evidence to the contrary, there would have been a reasonable expectation of success to 
result in the claimed invention. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571 ) 272- 
0780. The examiner can normally be reached on 6:30 - 3:00, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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